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ADVANTAGES OF GUIDELINE USE
Separation of Risk Assessment from Risk Management
Proponents of guidelines argue that their use would help to separate risk assessment from other parts of the regulatory process. They contend that, when selected inference options are clearly delineated in a formal document, risk assessments will not likely be influenced to fit prior conclusions about regulation of a particular substance* The use of guidelines can also dispel the appearance of such influence when, in fact, there is none. Agencies can defend their assessments on the grounds that they always do them in the way set forth in the guidelines. Compared with reliance on the ad hoc selection of inference options, the use of guidelines could reduce the controversy focused on individual assessments. Debate will shift to the more general discussion of the generic choice of inference options addressed in the guidelines. Guidelines that are comprehensive and detailed will define and bracket the components of risk assessment most completely and explicitly. Thus, such guidelines could probably provide the sharpest distinction between risk assessment and risk management.
Quality Control
Proponents of guidelines argue that their use would ensure the application of selected inference options based on the informed judgment of experts. A single risk assessment requires knowledge in diverse fields, such as epidemiology, biostatistics, toxicology, biochemistry, chemistry, and clinical medicine. Generally, assessors have advanced expertise in no more than a few fields. Guidelines could help to bridge gaps in knowledge by ensuring that decisions are based on judgments formulated by experts in each subject. Guidelines could also help to ensure that assessors apply judgments that are in accord with current scientific thinking in each field. This argument highlights the importance of including experts from a wide range of scientific disciplines in the formulation of guidelines. Furthermore, it suggests that guidelines should be reviewed periodically so that new scientific developments can be accommodated.
Proponents believe that comprehensive, detailed guidelines would be most helpful in providing guidance to